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Status 

1 ) □ Responsive to communication(s) filed on 



is/are objected to. 

are subject to restriction and/or election requirement. 



2a) □ This action is FINAL. 2b) » This action is non-final. 
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closed in accordance with the practice under Ex parte Quayie, 1 935 C.u. , wo 

Disposition of Claims ^ pending ^ ^ application . 

4) 59 r:iaimfs) 1-18 . ■ 

is/are withdrawn from consideration. 

4a) Of the above, claim(s) . — ■ 

is/are allowed. 

5) D Claim(s) . 

is/are rejected. 

6) 69 Claim(s) 1-18 

7) D Claim (s) 

8) □ Claims 

Application Papers 

9) □ The specification is objected to by the Examiner. 
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Application/Control Number: 09/674,002 Pa g e 2 

Art Unit: 1646 

DETAILED ACTION 

1 . Claims 1 - 1 8 are under consideration. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the subject 
matter which the applicant regards as his invention. 

3. Claims rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. 

Claim 1-3, 6-8, 10, 1 1, 13, 14, 17, 18 are indefinite, as claim 1 recites "a concentration of or 
above 0.3mg/ml to 10 mg/ml", and it is not clear if the term "above" applies also to the lOmg/ml 
concentration, therefore not providing the metes and bounds of what is claimed. 

Claims 13 and 14 are to a pharmaceutical formulationof claim 1, and are not further limiting 

claim 1. 

Claim 15 and 16 provide for the use of parathyroid hormone, but, since the claim does not 
set forth any steps involved in the method/process, it is unclear what method/process applicant is 
intending to encompass. A claim is indefinite where it merely recites a use without any active, 
positive steps delimiting how this use is actually practiced. 

Claims 15 and 16 are rejected under 35 U.S.C. 101 because the claimed recitation of a use, 
without setting forth any steps involved in the process, results in an improper definition of a process, 
i.e., results in a claim which is not a proper process claim under 35 U.S.C. 101 . See for example Ex 



Application/Control Number: 09/674,002 Pa § e 3 

Art Unit: 1646 

parte Dunki, 153 USPQ 678 (Bd.App. 1967) and Clinical Products, Ltd. v. Brenner, 255 F. Supp. 
131, 149 USPQ 475 (D.D.C. 1966). 

4. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 13-18 are rejected under 35 U.S.C. 112, first paragraph, as containing subject matter 
which was not described in the specification in such a way as to enable one skilled in the art to which 
it pertains, or with which it is most nearly connected, to make and/or use the invention. 

Claims 13-18 recite "prevention" of bone disorders or osteoporosis. 

The factors considered when determining if the disclosure satisfies the enablement 
requirement and wether any necessary experimentation is "undue" include, but are not limited to: 
1) nature of the invention, 2) state of the prior art, 3) relative skill of those in the art, 4) level of 
predictability in the art, 5) existence of working examples, 6) breadth of the claims, 7) amount of 
direction or guidance by the inventor, and 8) quantity of experimentation needed to make or use the 
invention. In re Wands, 858 F.2d 731, 737, 8USPQ2d 1400, 1404 ( Fed. Cir. 1988). 

While it is known in the art that PTH can be used in treatment of some bone disorders, it is 
unpredictable if PTH as claimed has the ability to prevent bone disorders, and which one, and under 
which conditions. In view of the state of the art, and considering the breadth of the claims, thelack 
of working examples and of guidance as of how to use the pharmaceutical formulation claimed for 
prevention, the claims are not enabled for prevention of bone disorders. 
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Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

the United States. 

6. Claims 1-8, 10-18 are rejected under 35 U.S.C. 102(b) as being anticipated by Holthuis, US 

Patent 5,496,801, cited by applicants. 

Holthuis teaches PTH hormone formulations to treat osteoporosis. He teaches aqueous 
formulations of PTH that can be freeze-dried, that are containing human PTH (1-84), mannitol and 
a citrate source as buffering agent. In the examples, col.6, lines 6-30, he teaches formulations 
containing 5% mannitol, lOmM citrate, at a pH of 4 to 6 (+ or - 0.2), and various concentrations of 
PTH of 100 ug to 2500ug in 1.1ml, which corresponds to about 90 ^g/ml to 2.27 mg/ml . 

The claims are anticipated. 

Claim Rejections - 35 USC §103 
7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 
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— =Sint — . in consider patentabiiity of the Cairns 
under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various claims was 
commonly owned a. the time any inventions covered therein were made absent any evidence to the 
contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out the inventor and 
invention dates of each claim that was not commonly owned at the time a later invention was made 
in order for the examiner to consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 
102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

8. Claims 8-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over Holthuis, US 
Patent 5,496,801, in view of Endo, US Patent 5,563,122. db| \ fyi«U*T ' 
The teachings of Holthuis have been discussed above. 

Holthuis also teaches, for example at col.l, lines 34-36, that most PTH preparations are 
prepared in water-based vehicles such as saline, or acidified water, and that other formulations 
incorporate mannitol (col.6, line 46), he does not specifically teach his formulation as containing 
saline. 

Endo teaches the advantage of using a combinaton of sodium chloride with a sugar in order 
to obtain a stable preparation of PTH (see Abstract, and col.2, lines 28-30). He teaches preparations 
containing for example 2mg/ml NaCl and 20mg/ml mannitol (Example 3). 
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It would have been obvious for one of skill in the art at the time of the invention, to modify 
the preparation of Holthuis, by adding a sodium solution as taught by Endo, because Endo teaches 
that a combination of sodium chloride and sugar achieves a higher stability for a PTH preparation. 

9 Any inquiry concerning this communication or earlier ™*^^ 

should be directed to Eliane Lazar-Wesley, PhD, whose telephone number is (703) 305 4059. The 

Yvonne^^yle^^^^j"^^^^^^^^^^^^^^^ ^ ^(7(^3^308^0294 draft or informal 
communications with the examiner should be directed to (703) 308-UZ94. 
C °~7n q uiry of a general nature or relating to the status of this app ,a ion or proceeding 
should be directed to the Group receptionist whose telephone number is (703) 308-0196. 

elw ff^xhdtL C -1^^u. 

September 06, 2002 TH KEWi MERER 



